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DEPARTMENTOFHEALTHANDHUMANSERVICE Southwest Region
G j ~fi5~

Food and Drug Administration -
Denver District Office
Bldg. 20-Denver Federal Center
P.O. BOX 25087
6th Avenue & Kipling Street
Denver, Colorado 80225-0087
Telephone: 303-236-3000
FAX 303-236-3100

September 4,2001’

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Kevin L. Comwell
President and CEO
Utah Medical Products, Inc.
7043 South 300 West
Midvale, Utah 84047

Ref. #: DEN-01-47

Dear Mr. Comwell:

On June 4 through 8, 2001 Investigator Thai T. Duong of our office conducted an inspection of
Utah Medical Products, Inc., in Midvale, Utah. Our investigator determined that your firm
manufactures various products, including the INTRAN PLUS IUPC, intrauterine pressure
monitoring catheters, the DELTRAN-PLUS line of disposable pressure transducer and blood
sampling systems for critical care monitoring, the Finesse line of electrosurgical generators and
various other products used in labor and delivery/obstetrics, neonatal intensive care,
gynecology/tlrology/electrosurge~ and blood pressure monitoring . These products are devices
as defined by Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).

The above stated inspection revealed that these devices are adulterated within the meaning of
Section 501 (h) of the Act, in that the methods used in, or the facilities or controls used for
manufacturing, packing, storage, or installation are not in conformance with the Quality
System/Good Manufacturing Practice (QS/GMP) for Medical Devices Regulation, as specified
in Title 21, Code of Federal Regulations (21 CFR), Part 820. The deviations are as follows:

1. Inadequate corrective and preventative action (CAPA) procedures, as evidenced by:

Not analyzing all significant sources of quality data, and using appropriate
statistical methodology where necessary to detect recurring quality problems, as
required by 21 Cl?R 820.100(a)(l). For example, your firm has failed to identi~
all potential sources of quality data such as in-process rejects, Medical Device
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J Reporting (MDRs), maintenance records
capture~ trended or evaluated.

or quality audits. These am not

*T

There is no evidence th@changes in methods w pwcedures identied to correct
and preve~t the recunence of quality probkms have been made, as required by 2I
Cl?R 820.100(a)(5). For example, “i.ncmmct dimension” W* noted as a
prominent problem on your Incoming hspection Rejection tiendkg repoti for the
yeax 2000, however, there is no indication that any conective action was taken to
address the identified issues and to prevmt the recwrmce of this probkw. “

- Your rq?onse of June 27,2001, is inadequate because although your response states that
you will maintain MD meeting minutes that will document ccmtectiveand preventive
actions taken for the problems identified in the trending reports, YOUIprocdtie does not
address the timlknes required ia which to close out comective actions, nor does it
discuss how your film will prioritize outsttiding corrective and preventive actions to
emxmeLhatsignificant issues are handled expeditiously.

2. Inadequate Device Histcxy Records (DHRs) in that acceptance records do not demonstrate
that dcwices are manufactured in accordance with the Device lMasrerI&cord @MR), as
required by Z1 Cl?R 820.184(d). For example, DHRs pemnit the x ~ x Y x XXXX M

~ xxx XX X- whereas the DMR requires x YXA x={ for the acceptaw of the .
J.NT~.N PLUS and lUP-300.

“Yourresponse of June 27,2001, is inadequate. YouTresponse states that the ori=tial
Device Master Rwxxd (DMR-004), originally rekased March 1996, contained the correct
xx M XYY*M=A I of -KW”XXX , aud that the version of the DMR.reviewed
by our investigator contained a typogTaph.ica.lerror. By your response, you state that this

typographical enor has existed since July 1997, This error therefore went undiscovered.
for over four years since the document was revised and was not disclosed by your h
thro’u~ either audits or management review. Your response mmukms that MS was also
an issue raised in our August 15, 1995 Warning Letter. We aoted that iq your August 4,
1995 response to the FDA 483 issued on July 27,1995, wld in your Au,gust31, 1995
response to Compliance Officer Shelly”Nlaifiwthof OLUoHice, you committed to new
procedwes that would rcquke reference arid compliance with the device master records.
For example, you~ August 4, 1995 reply states, ” ,..1 have authorized a.ncw QA position
tugetig closer motitor’blg of product co~phnce boughout mantiactwing opeKkIS
in accordance with Device Master Records.” Your August 31, 1995comespoudmce
addrcsied to MS. Maif@h stated that, ‘ne mfient combination of properly written “
device master records and anew-internal audit procedure.. that requires refemucc md
compliance with the device m&tcr records will provide tl~eright mechan@m fbr QA
identification%and subsequent corrective actions.” Despite these pmmisedcorrections,
our i&pection revealed your b continues to have the same problems.

.,

Your iJune 27 conespondence also states that after consultation with l?DA’s Office Of

Device Evaluation in 1995, your b decided that the change in % %XX ~
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did not require anew 51.O(IS)for this device. Our understanding of the
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significance of the
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from the actual messure reading. You lmve &ill
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far the h.dhakd pressure ,teuiing is
. fkiled to submit documentdion show&
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5.

that broadening’this specificati;n,hm no adverse effects on the device. Your July 31,
1995 memo to the file only states that” ,. ●ver the length of KR-400’s market history,
Utah Medical has received very few complaints related to the unbdmce or sensitivity d
the sensor,” This statement is not amibstimte for proper documentation and the . .
information you have attached to document your rationale not to submit anew 51.O(k)is
insufficient to prove that this ch.alge in specifications is inslgnificarlt.

F~ailureto document acceptance activities to ensure hat each ploductiou run, lot, or batch of
,tished devices meets acceptance criteri~ M requiredby21 CFR 820.80(e). For example,
your h has failed to documept the results of testig required to be pexforme~ such as
‘lksti.wzTubing for Leaks ( <=X ,; Thread Wir~ Through E@sing and TUbing @.=xz

~); IP$TN3N>LUS Switch Plus ~ & xl; overmold Primer Application IN~
PL.US/TNTRANIII ~ xx x’,) and Ovexmohling Process INTRAN PLUSmAN ID

YQur.lune 27,2001, response is inadequate. You state that Fom~ 7469 was an intmnai
document used only to communicate betwcm work shifts, 21 CI?R 820.80 mquim dmice
manufmturers to document ALL acceptance activities to demonstrate that each lo[ meets
speci ,5c criteria. This mess that documentation m~t include ~anyand all data gemefated,
such as number ofun.its testet test results and product scrapped, Your response iidicates
that you will si-m off on the applicable lines of the Work Order for time operations which
cannot be visually confimed. “Thisresponse does riot satisfi the requirement to document
the results of these operations. .

Failu.m to validate processes with a high degree of assurance where the results cuinot be
fully veli tied by subsequent inspection and testing, and have those processe$ approved and
documented according to established pz-ocedures,as required by 21 CFR 820.75(a). For
example, your ti has not validated the I~ ZX>X x--~ X XX* for the
INTR&N PLUS Products. Evaluation of complaints horn Januq 2000 to APril
200~indicates a large :aumbw involved problems with the adhesive application-.

Your June 27,2001, resmmse ind.icatimzthat this process will be validated by Aug~lst2001L b-
appears adequate.

Failure to establish and maintain procedures to control product that does not confom ta
specified requirements, as required by 21 Cm 820.90(a). For example, your procedures are
inadequate im.that there is no documentation of the deterrnhation of the need for an
investigation m of the notification of the persons or organizations responsible for the
~ormm fo~mance. There is no requirement to document the evaluation and any investigation
ofnon-confoming products. ~ ~ ‘

AIso, your firm has hiled to establish procedures for rewok to include re~testing and
reevaluation after rework, to ensure that the product mmls iL.scurent apprwd
.specificatiom, as required by 21 CFR 820.90(b)@). For example, there is no evidence that
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rework performed according to the Non-Cotiorming Materials Procedure ( YxK%- !) hwe
been evaluated for potential adverse effects on the qwdity of the fished product, i.e. NCMR
# A , #x ‘andR* ~. According to this procedure, “rework” and “Mess is”
disposition require sufficient docwm=tatioo oh or atiached tO he NCMR Pro~~g ~ .
assessment of the potential adverse effec”is(or lack thereof) of the rework muse cmthe
quafity of tic Lnished Product.

YOUT Jum 27, 2001, response regarding your Non-CotiOrm@ Materi~s procedu~e, x. x
x is inadequate. You state that you have axnendedMS procedure to clari@ the use of the
check-o ff box on the NCMR f’grmto indicate a need for immstiwation. Review of section
4.I I of your “Non-confimning Materiak procedure states, “Conside~ whether fhrt.hM
investigation or conectivdpreventive action is required to address the cause ofthe problem
and prevent its remrr~nce. If no action is require~ check the ‘no’ space on the NCMR form.
If action is rcxplire~ generate a corrective/preventive acticm per ‘*= . . .“ Although
this may document tic riced for a corrective/preventive action, this doesn’t &~ctibe how or
if an investigation will be documented- It is important to document all the steps taken in any
investigation ‘ud the resulting conclusions, as weJl as tie comective/preventive actions.

Regarding your response tcIthe lack of documentation reg~~g ~e-worked produ~t! ~~
~hTeet~lat re~~~g appec~s tO be ~equi.red ~ order to ensure that ~OUTS~~ is fo~h3$Vhlga~~

procedures. However, as mentioned under item #2 above, your management reviews ‘and
internal audits have failed [o disclose these deviations. 21 CFR 820.20(c) require review of
the suitability and effectiveness of the quality system by rnanagcment, to be conducted at
sufficient frequency to ensure that the requirements of the quality systems re~ations are
met. 21 Cl?IZ820,22 reqti= the conducting, of quality audits to assure that the quality
system is in ccimplimce with established quality system requirements and to determine the “’
effectiveness of the quality system. The fhilure of your h [u detenn.ine these dcficiencie~
is an indication that your management reviews and your qud.ity audits are not adequate or
effective. ~

6. Statistical techniques are inadequate in that sampling plans aTenot bawd cm vcahd, statistical
rationales, as requirwl by 21 CFR 820.250(b). For example, ya ur incoming inspection
sampling and in-process testing procedures require the same number of units to be inspected
regardless of the lot size. Also, there is no requirement to ti~.ten the sampling size ~~
response to findings of repeated non-cofiormkg matetial.

Your J&e 27, 2001, response states that you rely upon -xxx X-X qudi~ system to
assure that the Ixeak-av+ay i~troducers meet its (xx , specifications and that you do not
have you own independent specifications for the introducer, Because oftbis you kkate .
that you are deleting the requirement for incoming inspection of hese components and till ‘ .
replace it with the foknving statement, ‘ticoming componen~ should he visually inspected
for coutmination andhr damage and identified as the component specified Onthe purchase
order.” It is your respcmsibihty to establish and maintain documented procedures for
inspection ~d testing activities in order to veri~ that he specified requirements k ‘the
product are met. While you are r@ired to &sess the capability of suppliers, contractors and
consultants to provide quality products and s~icw (21 ~R 820,50), inspections ~d tests

,,
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and other verification tools are also an important part of ensuring that components and
finished devices codonn to approved specifications. The statement “Incoming components
should be visually inspected for contamination andor damage....”, does not define what is
meant by contamination or damage, nor does it describe acceptance and rejection ctiteria or
how to document the findings of this inspection..

With regards to your responses concerning the&e of electronic records and signatures, we find
your reply adequate. 21 CFR 11,100 requires that prior to or at the time of use, firms must
cmti~ to the Agency that the electronic signawes in their system, used on or after August 20,
1997, are iutend to be the legal~ybinding equivalent of traditional handwritten signatures. Also,
21 CFR 11.10 iequires these systems to be validated and to employ procedure and wmtrols
designed to ensure the authenticity, tite@y, md when appropriate, the confidentiality of
electronic records. mS part also requires Mat adequate controls exist to ensure tlm distribution
of, access to and use of documentation for system operation and maintenance, ‘Yoursystem must
also guau~ntee that only authw-ized individuals can access tie system. PIea.se be aware of’these
requi~ements if you decide in the fiture to institute the use of electronic signatures/records.

Again we wish to reiterate that deficiencies stii~~ to those found in the current inspection, were
found during the inspe@m conducted in July 1995, In comespondence signed by YOUin
response t.othat inspection, you committed to institute changes that would correct these
deviations. Our observations during this inspection indicate that you have not made such
corrections. A quality system that has been implemented effectively and is monitored to identify
tind address problems is more likely to produce devices that fhnction as intended.

The above identified deviations are not intended to be an all-inclusive list of deficiencies at you
facility, It is your responsibility to ensure that your establishment is in comphnce with all “
rcquhements of the FedeTal regulations. The specific violations noted in this letter and in the
Form FDA-483 issued at tl~e Conclusion of the ~spection may be spptomatic of serious
underlying problems in your establisbmextt’s quality system. You Me responsible for
investigating and determining the causes of the violations identified by the FDA. You also must... .)
promptly initiate permanent corrective and prevative action on your Quality System.

Federal agencies are advised of the issuance of W Waning Letters about devices so that th~y
may take this information into account when considering the award of contracts. Additional Iy,
no premarlwt submissions for Class III devices to which the QS/GMP deficiencies are
reasonably related will be cIeared until tie violations me corrected. A]so, m) requests for
Certi ficiltes to Foreign Governments will be approved until the violatiuus rekitcd lUlh~ subject
devices have been comected.

In order to facilittite FDA in making the determination that such corrections have been made,
thereby enabling FDA to wi~d~aw i~ advisory to otier fkd~~ agencies concerning the award of
~ovenmmt contracts, to resume marketing clearance for Class III devices for whicha510(k)
prem.rket notification or IVcmarket Approval application @M.A)have been submitted, md
provide Certificates to Foreign Gmmmrnents iiir products manufacwed at your facility, we arc
reques~ing that you s~brnit certification by an outside condtant to this oflke on the schedule
below, Certification by an outside expelt conwltan[ should contain assurance ~hazhe/she has
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conducted an audit of your establishment’s manufacturing and quality assurance systems relative
to the requirements of the device QS/GMP regulation (21 CFR, Part 820). You should also
submit a copy of the consultant’s report with certification that you have reviewed the report and
that your establishment has initiated or completed all corrections called for in the report.

The initial certifications of audit and corrections, and subsequent certifications of updated audits
and corrections (if required) should be submitted to this office by the following dates:

. Initial certifications by consultant and establishment – November 30,2001.

. Subsequent certifications – hi-monthly thereafter until all corrections have been made.

You should take prompt action to correct these deviations. Failure to promptly correct these
deviations may result in regulatory action being initiated by us without further notice. These
actions include, but are not limited to, seizure, injunction, and/or civil penalties.

You should notify this office in writing within fifteen(15) working days of receipt of this letter
of any other additional steps you have taken to correct the noted violations and to prevent their
recurrence. If corrective action cannot be completed within fifteen (15) working days, state the
reason for the delay and the time within which the corrections will be completed.

Your response should be sent to Regina A. Barren, Compliance Officer, Food and Drug
Administration, Denver District, P. O. Box 25087, Denver, CO 80225-0087, If you have any
further questions, please feel free to contact Ms. Barren at (303) 236-3043.

Sincerely,

(-)#iL_// ? ‘m-’-, LJ..y //_

Thomas A. Allison
District Director


